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4. 



Applicant herewith submits to the United States Designated/Elected Office (DO/EOAJS) the following items and oihcr information 

1. 13 This is a FIRST submission of items concerning a filing under 35 U.S.C 371. 

2. Q This is a SECOND or SUBSEQUENT submission ofiicms concerning a fiimg under 35 U S C 371 

rrri This express request to begin national examination procedures (35 U.S.C. 371(f)) arkny time rather than delay 
^ examination until the expiration of the applicable time limit set in 35 U.S.C. 371(b) and PCT Articles 22 and 39(1 ). 
I I A proper Demand for Iniemattonal Preliminary Examination was made by the I9th month from the earliest claimed priority date 

5. [x] A copy of the International Application as filed (35 U.S.C 371(c)(2)) 

a. is transmitted herewith (required only if not transmined by the International Bureau). 

b. Q has been transmitted by the International Bureau. 

c. Q is not required, as the application was filed in the United States Receiving Office (ROAJS). 

6. 13 A translation of the International Application into English (35 U.S C. 371(c)(2)). 

7- D Amendments to the claims of the International Application under PCT Article 19 (35 U.S.C- 371(c)(3)) 

a. Q arc transmitted herewith (required only if not transmitted by the International Bureau). 

b. have been transmitted by the International Bureau. 

c. Q have not been made; however, the time limit for making such amendments has NOT expired. 

d. Q have not been made and will not be made. 

8 Q A translation of the amendments to the claims under PCT Article 1 9 (35 U S C. 37 1 (c)(3)). 
9. [x] An oath or declaration of the inventor(s) (35 U.S.C. 371(c)(4)). Urexecuted 

[3 A translation of the annexes to the International Preliminary Examination Report under PCT Article 36 
(35 U.S C. 371(c)(5)) 

Items 11. to 16. below concern documcnt(s) or information included: 

11. An Information Disclosure Statement under 37 CFR 1.97 and 1.98. 

12. Q An assignment document for recording. A separate cover sheet in compliance with 37 CFR 3.28 and 3.3 1 is included. 

13. 0 A FIRST preliminary amendment. 

Q A SECOND or SUBSEQUENT preliminary' amendment. 

14. Q A substitute specification. 

1 5. Q A change of power of attorney and/or address letter. 



16. 



□ Other items or information: Mended Pages 3, 5^ 6 and 7; PCT/IB/306 



INTERNATtONAL APPLICATION NO 

PCT/FR0Q/Q2^9^ 



2 1 [3 T"^^ following fees are submitted: 
BASIC NATIONAL FEE (37 CFR 1.492 (a) (I) -(5)): 

Neither international preliminary examination fee (37 CFR 1.482) 

nor international search fee (37 CFR 1.445(aX2)) paid to USPTO 

and International Search Report not preparea by the EPO or JPO $1000.00 

International preliminary examination fee (37 CFR 1.482) not paid to 

USPTO but International Search Report prepared by the EPO or JPO S860.00 

International preliminary examination fee (37 CFR 1.482) not paid to USPTO 

but international search fee (37 CFR 1, 445(a)(2)) paid to USPTO $710.00 



International preliminary examination fee (37 CFR 1.482) paid to USPTO 
but all claims did not satisfy provisions of PCT Article 33(l)-(4) 



International preliminary examination fee (37 CFR 1.482) paid to USPTO 
and all claims satisfied provisions of PCT Article 33(l)-(4) 

ENTER APPROPRIATE BASIC FEE AMOUNT = 



$690.00 
$100.00 



Surcharge of $130.00 for furnishing the oath or declaration later than Q 20 O 30 
months from the earliest claimed priority date (37 CFR 1.492(e)). 



CLAIMS 



Total claims 



Independent claims 



NUMBER FILED 



-20 = 



-3 = 



NUMBER EXTRA 



MULTIPLE DEPENDENT CLAIM(S) (if applicable) 



RATE 



X 518.00 



X S80.00 



S270.00 



TOTAL OF ABOVE CALCULATIONS = 



pi Applicant claims small entity status. See 37 CFR 1.27. The fees indicated above 
*— * are reduced bv 1/2. 



SUBTOTAL = 



Processing fee of 5130.00 for fbmishing the English translation later than Q 20 PI 30 
months-from the earliest claimed priority date (37 CFR L492(f)). 



TOTAL NATIONAL FEE 



Fee for recording the enclosed assignment (37 CFR 1.21(h)). The assignment must be 
accompanied by an appropriate cover sheet (37 CFR T.28, 3.3 ^). S40;-00 per propeny 



TOTAL FEES ENCLOSED = 



CALCULATIONS PTO USE ONLY 



$1040.00 



1040.00 



11040.00 



5 1040.00 



S 1040.00 



Amount to be 
refunded: 



charged: 



fgr^ $1040.00 is enclose 

-S \Q -&over-t 



b. Q-j Please charge my Deposit Account No, 



in the amount of $ 



to cover the above fees. 



A duplicate copy of this sheet is enclosed. 



c. Q The Commissioner is hereby authorized to charge any additional fees which may be required, or credit any 
overpayment to Deposit Account No. 02—227^ . A duplicate copy of this sheet is enclosed. 

^- 0 charged to a credit card. WARNING: Information on this form may become public. Credit card 

information should not be included on this form. Provide credit card information and authorization on PTO-2038. 



NOTE: Where an appropriate time limit under 37 CFR 1.494 or 1.495 has not been met, a petition to revive (37 CFR 
1.137 (a) or (b)) must be filed and granted to restore the application to pending status. 



SEND ALL CORRESPONDENCE TO: 

Blerman^ Muserlian and Lucas 
600 Third Avenue 
New York^ NY 10016 
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Our Ref.: 146.1381 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Application of: 
GODARD et al 
PCT/FROO/02393 
Serial No. : 

Filed: Concurrently Herewith 

For : SPHERICAL PHARMACEUTICAL 

FORMS 



PCT Date: August 28, 2000 



600 Third Avenue 
New York, NY 10016 
February 11, 2002 



PRELIMINARY AMENDMENT 



Assistant Commissioner for Patents 
Washington, D.C. 20231 



Sir: 



Please amend this application as follows: 



IN THE SPECIFICATION; 



Page 1, before line 1, insert 



— This application is a 371 of PCT/FROO/02393 filed 
August 28, 2000. — 



IN THE CLAIMS : 



Claim 2 (amended) A spherical agglomerate of telithromycin 
of claim 1, wherein the size of the particles is between 30 and 400 
microns . 



' ^ .1 e O g e 7' a|" Q O J. fJ 

Claim 3 (amended) A spherical agglomerate of telithromycin 
of claim 2, wherein the median size of the particles is 
between 80 and 150 microns. 

Claim 4 (amended) A spherical agglomerate of telithromycin 
of claim 1, wherein the median size of the particles is about 100 
microns. 

Claim 5 (amended) A process for the preparation of 
agglomerates of claim 1, comprising preparing a suspension of 
telithromycin crystals, and coating the crystals with a phase 
insoluble in telithromycin from which telithromycin progressively 
crystallizes* 

Claim 6 (amended) The process of claim 5, wherein a solution 
of telithromycin in acetone is used. 

Claim 7 (amended) The process of claim 5, wherein the 
crystallization takes place in an acetone/ isopropyl ether mixture. 

Claim 8 (amended) The process of claim 5, wherein the 
crystallization is carried out between -S^'C and -15 ^C. 

Cancel claims 9 to 13 and add the following claims. 

— 14. A spherical agglomerate of claim 1 micro-encapsulated in 
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X ma s T . o 7'o JL oa 

at least: one polymer. 

15. A method of treating bacterial infections in humans 
comprising administering to humans in need thereof an 
antibactericidally effective amount of a composition of claim 10. — 

REMARKS 

The amendment is submitted to refer to the PCT application, to 
remove multiple dependency from the claims and to conform the 
claims to the American practice. 



Respectfully submitted, 
BIERMAN, MUSERLIAN AND LUCAS 



Charles aTMuj 



Charles X. Muserlian, #19, 683 
Attorney for Applicant (s) 
Tel. # (212) 661-8000 
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■ • ' ^ MARKEE>-UP VERSION OF S?FCTFf^mm*''M'»? H- .Q^^'G JjOS 

146^1381 1 

Spherical agglomerates of telithromycin, their preparation 

process and their use in the preparation of pharmaceutical 

--This application Is a 371 of FCT/FRQo/^393 filed Augxist 28, 2000.-- 
A subject of the present invention is spherical 

5 agglomerates of telithromycin, their preparation process and 

their use in the preparation of pharmaceutical forms. 

Telithromycin or 11, 12-dideoxy-3-de { (2, 6-dideoxy-3-C- 

methyl-3-O-methyl-alpha-L-ribohexopyranosyl) oxy) -6-0-methyl- 

3-OXO-12, 11- (oxycarbonyl { (4- (4- (3-pyridinyl) -lH-imidazol-1- 

10 yl) butyl) imino) ) -erythromycin is a product endowed with 

antibiotic properties of structure; 



15 



20 



25 




(I) 



described and claimed in European Patent 680967. 

30 The oral route is a preferred form of administration for 

this product. Some patients, children in particular, have 
difficulty in swallowing tablets and capsules and therefore 
it is desirable to have available other forms of 
administration such as for example oral suspensions, ready to 

35 use or prepared extemporaneously at the time of use. 

CONFIRMATION COPY 



^ 1^6. 1381 



MARKECUUP VERSION OF 



CLAIMS 



10 



15 



20 



25 



30 



1) Spherical agglomerates of tel ithromycin . 

2) A Spherical agglomerateSs. of tel ithromycin a-cc oiiiiR g — to 
claim 1^ c- h -^ ^ a^ ^ S £ i- 2ed ±n — th^t the size of the particles is 
between 30 and 400 microns. ^ 

3) 4 ^herical agglomerate^^ of telithromycin ^a-GGO-i^dt^g — trcr 
claim 2f ch-a-r^a^^re^^i-s^d— i^:^ — fe^at the median size of the 
particles is situa te d between 80 and 150 microns. ^ cJ^^^^c^-^^ 

4) ^ :^pherical agglomerate^of telithromycin a sc oxdXna-— t- O^a n y 
0 ne— o f~t!^i^itis — 1— fere— 3-, — G.h-a-E^.G-t-e-E^z-e-d--i-R--.t-h^ the median size 



of the particles is "Si-trtba-treid-~t-owe-*^4s 100 microns. 



5) l^ocess for the preparation of agglomerates aeeox-dJlng fce- 

any-~-one— Q.f--Giariirms---1— t-e--4 , c-h-a- i acLerrzed in — Ch^t a suspension 

of telithromycin crystals is pr e pa ^^edr and/ theas^ crystals .a-£^ 

th-eft— ctr aLed with a phase insoluble in telithromycin^ which /"^A •/i^i^^^/'^'^ 



progressively crystallizes 



6) 



process a-G-ee-E^dirfrg — bo claim 5, cb.a. r a c t e r i.-z-ed- 



ii^ th -a-fe 2?a solution of telithromycin in acetone is used, 

I) F-^i-ep-a-^-a-t-ion process a-cco^ ding t o claim 5 — 6, 
charact er i V '^d in t ^at the crystallization takes place in an 
acetone/isopropyl ether mixture. 

8) ■Pi^ epa^a t i o n process areeo-^dojig — to- any one of claim^ 5 to. 
JLr- chm- ra <^ Lfai.L ' izcd in th at the crystallization is carried out 
between -5°C and -15°C. 

'9>^ Spherical agglomerates of telithromycin as,iai5tained by 
the prob-^s according to any one of claim^.--'''^r to 8 . 
10) SphericaS>^gglomerates of telitj>r6mycin according to 
claim 9, characterlTz-Qd in that ^Jdho^ particle size is comprised 
between 30 and 400 microrT? 

II) Spherical agglome;>ates of telithromycin according to claim 
10, characterized^,^^ that the median ss^e of the particles is 
situated between 80 and 150 microns. 
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12) Spheri-eal agglomerates of telithrojprj^in according to any 
one of claims'^^"9^bo-^l , characteri^z^d^n that the median size 
of the particles is si^^-^a^^d^t^wards 100 microns. 

13) Use of the spheric^.i^gglome;£;ates according to any one 
of claims 1 to 4 and^ to 12, charact'e^t^i^ed in that the 
spherical aggloMerates are surrounded by a layer of polymer 
in order to^btain the sought galenical form. 
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Spherical agglomerates of telithromycin , their preparation 
proce ss and their use' in the prep aration of pharmaceutical 

forms . 




A subject of the present invention is spherical 
agglomerates of telithromycin, their preparation process and 
their use in the preparation of pharmaceutical forms . 

Telithromycin or 11, 12-dideoxy-3-de ( (2, 6-dideoxy-3-C- 
methyl-3-O-methyl-alpha-L-ribohexopyranosyl) oxy) -6-O-methyl- 
3-OXO-12, 11- (oxycarbonyl ( (4- (4- ( 3-pyridinyl ) -lH-imidazol-1- 
yl) butyl) imino) ) -erythromycin is a product endowed with 
antibiotic properties of structure: 




(I) 



OH 



described and claimed in European Patent 680967. 

The oral route is a preferred form of administration for 
this product. Some patients, children in particular, have 
difficulty in swallowing tablets and capsules and therefore 
it is desirable to have available other forms of 
administration such as for example oral suspensions, ready to 
use or prepared extemporaneously at the time of use. 

CONFIRMATION COPY 
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Telithromycin is an active ingredient which has an 
unpleasant taste. Galenical forms must therefore be produced 
which mask the taste of the product yet preserve a good 
bioavailability . 
5 The physico-chemical properties of telithromycin are 

such that they permit micro-encapsulation, i.e the coating of 
the active ingredient with a polymer or a mixture of 
polymers , 

The micro-encapsulation can be carried out by spraying a 
10 polymer or by interfacial polymerization or by coacervation . 
In order to obtain a good micro-encapsulation, spherical 
particles of active ingredient must be available, particles 
which are neither too small, to prevent them from 
agglomerating among themselves, nor too large, in order that 
15 the dissolution is not too slow, and the particles must be 
spherical so that the covering of the active ingredient by 
the polymer is correct and in order to obtain good release 
kinetics for the active ingredient. 

A subject of the invention is spherical agglomerates of 
20 telithromycin. 

The spherical agglomerates are obtained as shown below 
by direct transformation of the crystals into masses of 
spherical shape. 

As regards spherical agglomerates in general, reference 
25 may be had to the article by Frederica Guillaume and Anne- 
Marie Guyot-Hermann in II Farmaco XLVIII 1993 pages 473 et 
seq. 

The agglomerates of the invention permit a good micro- 
encapsulation and a subject of the invention is in particular 
30 the use characterized in that the spherical agglomerates are 
surrounded by a layer of polymer in order to obtain the 
sought galenical form, for example micro-capsules. 



A subject of the invention is spherical agglomerates of 
telithromycin characterized in that the size of the particles 
is between 30 and 400 microns. 

A quite particular subject of the invention is spherical 
agglomerates of telithromycin characterized in that the 
median size of the particles is situated between 80 and 150 
microns and in particular spherical agglomerates of 
telithromycin characterized in that the median size of the 
particles is situated towards 100 microns, i.e. characterized 
in that half of the agglomerates are less than 100 microns in 
size . 

A subject of the invention is also a process for the 
preparation of spherical agglomerates characterized in that a 
suspension of telithromycin crystals is prepared, and these 
crystals are then coated with a phase insoluble in 
telithromycin which progressively crystallizes. 

A subject of the invention is in particular a 
preparation process characterized in that a solution of 
telithromycin in acetone is used. 

A more particular subject of the invention is a 
preparation process characterized in that the crystallization 
takes place in an acetone/isopropyl ether mixture. 

In a preferred embodiment, the crystallization is 
carried out between -5 and -15°C. The size of the spherical 
agglomerates is controlled by adjusting the stirring speed. 

Finally a subject of the invention is spherical 
agglomerates of telithromycin as obtained by the preparation 
process described above. 

The following example illustrates the invention without, 
however, limiting it. 
EXAMPLE : 

a) Preparation of the acetone solution 

The following are introduced under nitrogen: 

AMENDED PAGE 
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- telithromycin 



64 g 



- anhydrous pure acetone 



128 ml 



Stirring is carried out under a slight nitrogen 
overpressure between 19*^C and 21°C and a check is carried out 
to ensure that the dissolution is total. 

If necessary, the quantity of water is added to obtain a 
2.9% product , adding : 

- demineralized water 0.26 ml. 

b) Crystallization 

The following are introduced under nitrogen, into a 
double-casing reactor fitted with a mechanical stirrer, a 
thermometric probe and a nitrogen inlet: 

- isopropyl ether 640 ml 

- anhydrous pure acetone 12.8 ml 

The temperature is stabilized between 19°C and 21^C. 

5% by mass of the acetone solution is introduced, while 
stirring at 350 rpm. 

Then, while still stirring at 350 rpm, the 
crystallization is initiated with 0.96 g of micronized 
telithromycin suspended by sonication in: 
isopropyl ether 3.2 ml 

Crystallization develops immediately after initiation. 

Stirring is carried out for 15 minutes at 20±1°C then 
the suspension is cooled down to -10±1°C over 30 minutes. 

The rest of the acetone solution is introduced: 
acetone solution of telithromycin 157.2 g 

Stirring is carried out for another 1 hour at -IC^C. 

c) Isolation 

Thorough drying and washing by clarifications are 
carried out twice with, each time: 

isopropyl ether 64 ml. 

Drying is carried out in an oven at 4 0''C under vacuum, 
followed by sieving on a 500 pm grid. 

AMENDED PAGE 
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50.4 g of spherical agglomerates of telithromycin are • 
obtained . 
Granulometry 

The size of the particles is determined by laser 
diffraction using a HELOS SYMPATEC® model granulometer . 

The results obtained are the following: 
10% of the particles have a diameter of < 77 microns 
50% of the particles have a diameter of < 107 microns 
90% of the particles have a diameter of < 166 microns. 

Figure 1 represents agglomerates obtained by operating 
as shown above, the scale being 

1 cm = 150 microns - 

Use 

The product of the example was used to prepare, by 
simple coacervation or by direct spraying of a suitable 
polymer, micro-capsules intended for the preparation of oral 
suspensions to be prepared extemporaneously. 

The prepared suspensions are accepted by children and 
retain good release kinetics. 



AMENDED PAGE 
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CLAIMS 

1) Spherical agglomerates of telithromycin. 

2) Spherical agglomerates of telithromycin according to 
claim If characterized in that the size of the particles is 
between 30 and 400 microns. 

3) Spherical agglomerates of telithromycin according to 
claim 2, characterized in that the median size of the 
particles is situated between 80 and 150 microns. 

4) Spherical agglomerates of telithromycin according to any 
one of claims 1 to 3, characterized in that the median size 
of the particles is situated towards 100 microns . 

5) Process for the preparation of agglomerates according to 
any one of claims 1 to 4, characterized in that a suspension 
of telithromycin crystals is prepared, and these crystals are 
then coated with a phase insoluble in telithromycin which 
progressively crystallizes . 

6) Preparation process according to claim 5, characterized 
in that a solution of telithromycin in acetone is used. 

7) Preparation process according to claim 5 or 6, 
characterized in that the crystallization takes place in an 
acetone/isopropyl ether mixture. 

8) Preparation process according to any one of claims 5 to 
7^ characterized in that the crystallization is carried out 
between -S^'C and -IS^'C. 

9) Spherical agglomerates of telithromycin as obtained by 
the process according to any one of claims 5 to 8 . 

10) Spherical agglomerates of telithromycin according to 
claim 9r characterized in that the particle size is comprised 
between 30 and 400 microns. 

11) Spherical agglomerates of telithromycin according to claim 
10, characterized in that the median size of the particles is 
situated between 80 and 150 microns. 

AMENDED PAGE 
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12) Spherical agglomerates of telithromycin according to any 
one of claims 9 to 11, characterized in that the median size 
of the particles is situated towards 100 microns. 

13) Use of the spherical agglomerates according to any one 
5 of claims 1 to 4 and 9 to 12, characterized in that the 

spherical agglomerates are surrounded by a layer of polymer 
in order to obtain the sought galenical form. 
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(12) DEMANDE INTERNATIONALE PUBLIEE EN VERTU DU TRAITE DE COOPERATION 

EN MATIERE DE BREVETS (PCT) 



(19) Organisation Mondiale de la Propriete 
Inteilectuelle 
Bureau international 




(43) Date de la publication Internationale (10) Numero de publication intern ationale 

1 mars 2001 (01.03.2001) pCT WO 01/14393 A2 



(51) Classification intemationale des brevets'': C07H , 

A61K/ 



(21) Numero de la demande Internationale: 

PCT/FROO/02393 



(22) Date de depot international: 28 aoul 20(X) (28.08.2000) 

(25) Langue de depot: fran9ais 

(26) Lrangue de publication: fran^ais 

(30) Donnees relatives a la priority: 

99/10810 26 aout 1999 (26.08. 1999) FR 

(71) Deposant (pour tons les Etats designes sauf US): AVEN- 
TIS PHARMA S.A. [FR/FR]; 20, avenue Raymond Aron, 
F-92160 Antony (FR). 

(72) Inventeurs; et 

(75) Inventeurs/Deposants (pour US seulemenf): GODARD, 
Jean- Yves [FR/FR]; lA, p]ace des Fetes, F-93340 Le 
Raincy (FR). ROGNON, Valerie [FR/FR]; 5, rue des 
Fougeres, F-93470 Coubron (FR). 



(74) Mandataire: VIEILLEFOSSE, Jean, Claude Aventis 
Pharma S.A.; Departement des Brevets, 102, route de 
Noisy, F-93235 Romainville Cedex (FR). 

(81) Etats designes (national): AE, AG, AL, AU, BA, BB, BG, 
BR, BZ. CA, CN. CR, CU, CZ. DM, DZ, EE, GD, GE, HR, 
HU, ID, IL, IN, IS, JP, KP, KR, LC, LK, LR, LT, LV, MA, 
MG, MK, MN, MX, NO. NZ, PL. RO, SG, SI, SK, TR, TT, 

UA, US, UZ, VN, YU, ZA. 

(84) Etats designes (regional): brevet ARIPO (GH, GM, KE, 
LS, MW, MZ, SD, SL, SZ, TZ, UG, ZW), brevet eurasien 
(AM, AZ, BY, KG, KZ, MD. RU, TJ, TM), brevet europeen 
(AT, BE, CH. CY, DE, DK, ES, H, FR, GB, GR, IE, IT, LU, 

MC, NL, PT, SE), brevet OAPI (BF, BJ, CF, CG, O, CM, 
OA, GN, GW, ML, MR, NE, SN, TD, TG). 

Publiee: 

— Sans rapport de recherche Internationale, sera reptibliee 
des reception de ce rapport. 

En ce qui concerne les codes a deux lettres ei autres abrevia- 
tions, se referer aux "Notes explicatives relatives aux codes et 
abreviations" figurant au debut de chaque numero ordinaire de 
la Gazette du PCT 



(54) Title: SPHERICAL TELITHROMYCIN CLUSTERS, METHOD FOR THE PRODUCTION AND USE THEREOF IN THE 
PREPARATION OF PHARMACEUTICAL FORMS 

(54) Titre: AGGLOMERATS SPHERIQUES DE TELITHROMYCINE, LEUR PROCEDE DE PREPARATION ET LEUR AP- 
PLICATION DANS LA PREPARATION DE FORMES PHARMACEUTIQUES 

(57) Abstract: The invention relates to spherical telithromycin clusters and to a method for the production thereof characterized 
in that a telithromycin crystal suspension is prepared, said crystals are coated with a telithromycin insoluble phase which gradually 
crystallizes. The spherical telithromycin clusters are used in the preparation of micro-cs^ules. 

(57) Abrege: L* invention a p>our objet les agglomerais spheriques de tdlithromycine. L* invention a pour objet un proc^de caracterise 
en ce que Ton prepare une suspension de cristaux de telithromycine, puis enrobe ces cristaux d'une phase insoluble en telithromycine 
qui cristallise progressivement. Les agglomerats spheriques de T invention trouvent leur application dans la preparation de micro 
capsules. 
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below) of the subjed maOer which is claimed and for which a patent ts sought on the invention emitted : 



SPHERICAL AGGLOMERATES OP TELITHROMYCIN, THEIR PREPARATION PROCESS AND 
THEIR USE IN THE PREPARATION OF PHARMACEUTICAL FORMS 



the speafication of whch 

IS attached hereto 
OR 



(TfOo of tfie In venOon) 



[2 was filed on (MM/DO/YYYY) 08/28/00 



as United Slates Applicaton Number or PCT Intemaional 



Appication Number 



PCT/FROO/02393 



and was amended on (MM/ODATYY) 



(if appicnble) 



I hereby state that I have reviewed and understand the contents of the above identified specrfcation. including the ctaims. as amended by any 
amendment specrflcaUy referred to above. 

I acknowtedgo the duty to disclose information which is material to patentability as defined in Ti\c 37 Code of Federal Regulations. § 1 .56 



I hereby claim foreign prionty benefits under Title 35 United States Code §119 (a)-(d) or §365(b) of any foreign applicat>on(s) for patent or inventoi' s 
certificate, or §365 (a) of any PCT intemat'onal application which designated at least one country other than the Unied States of America, listed 
below and have also identified below, by checking the box, any foreign appficatmn for patent or inventor's certdlcate. or of any PCT international 
appfication having a filing date before that of the application on which prionty is claimed. 



Prior Foreign Application 
Numfc>er(3} 


Country 


Foreign Filing Date 
(MM/DO/YYYY) 


Priority 
Not CUlmcd 


Certified Copy Attached? 
YES NO 


59-/10810 


France 
t 


08/26/99 


□□□□□□ 


□□□□□□ 



I I Additional foreign application numbers are listed on a supplemental prionty sheet attached hereto 



I hereby claim the benefit under Tdle 35. United Slates Code§ 119(e) of any United Slates provisional apprication(s) Icsted l>elow 



Application Number(s) 



Filing Date (MM/DO/YYYY) 



I I Additional provisional application 
numbers are listed on a 
supplemental p^o^I^/ sheet 
attached hereto 
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Burden Hour Stalemenf This form is estimated to take 0 4 hours lo complete Time wilt vary depend-ng upon the needs of Ihe ndtvidual case. Any comments on 
the amounl of trr>e you are requred to complete this form should be sent to the Chief Infonmaton CfTcer. Patent and Trademark Office. Washington. DC 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO ComrTnssion*;r of Patents ao<j Trnr;Mor.»rV-. vy.^-h.noi'^o rv- -jn-J'*-' 



Annex US III,- page 2 

Pleaso type a plus stgn (♦•) inside lh«s box 



PCT Applicant's Guide - Volume il - National g h ^te rj 

E3' 



■ PTO/Se.'Cl (B-Soj 

Approved for use ihrough 9/^0/95 Of/B 0651-O03L 
Pa ten! and Tradema fit Office- U S OEPARTVlENTO*^ CWMERCE 
Under the Pa'^orvvoric Reduclton Acl of 1995, no persons are required to f0^.pond to a coltecHon 0/ information unless t con lams a valid OMB conlrol number. 



DECLARATION 



I hereby dam the benefit under Trite 35. United States Code § 120 of any Un4ed Stales app5cation(s). or §365(c) of any PCT international application 
designating the United States of AinerKa. Ssted below and. insofar as the subject matter of each of the daims of this application is not disclosed in the 
prior United States or PCT International application in the manner provided by the first paragraph of T*le 35. United States Code §112, I 
acknowledge the duty to disclose information which is ntaterial to patcntabiity as defined in Title 37, Code of Federal Regulations §1.56 whch 
became available between the filk^g date of the prior application and the national of PCT htemational fiing date of this applicatbn. ^ 



U.S. Parent Application 
Number 



PCT Parent 
Number 



Parent Filing Date 
{MWDOrfYYY) 



Parent Patent Number 
(if applicable) 



receive; 

APR 2 3 2002 



I I Addiional U.S. or PCT rrtemational application numbers are listed on a supplemental prionty sheet attached he ret ( 



As a named inventor. I hereby appoint the fofiowing regtslemd prac<itioner(s) to prosecute this appBcation and to transact Sir 
and Trademark OfTica connected therewith: 



WJIfliMMO/. 



Bierman^ Muserlian and 
Lucas 

Jordan B. Bierman 
Charles A. Muserlian 
Donald C. Lucas 



Registration 
Number 



18,818 



18 ,629 
1 Q - 6 H T 

31,275 



Registration 
Number 



Q Additional registered practitioner(s) named on a supplemental sheet attached hereto. 



Direct all correspondence to: 



Name 
Address 



Addre ss 
City 



Country 



Charles A, Muserlian 

Bierman, Muserlian and Lucas 



600 Thir^ i Avenue 



New York 



state 



U.S.A. 



I NY 



Telephone | 212-66l-8000 



Fax 



ZIP I , io(rL6 



212-661-8002 



heret>y declare that all statements made herein of my own knowledge are true and that aU statements made on tnformation and t>elief are bebeved to 
be ime: and further that these staten^ents were made with the knowledge that wilful false statements and the like so made are punishable by fine or 
imprisonment, or both, under Section 1001 of Title 18 of the United States Code and that such wilful false statements may jeopardize the validity of 
Ihe application or any patent issued thereon 



Name of Sole or Rrst Inventor: 



n A petition has been filed for this unsigned inventor 



Given 
Name 



Inventor's 
Signature 



Jeai'i-Yv 



Residence: City 




Middle 




Family 




Suffix 


initial 




Name 


OeDARD 


e.g. Jr. 



o3-^'^ 



Le Ralncy 



Country 



Post Office Address 



Post Office Address 



France 



Citizenship 



France 



IA3 Place des Fetes, F-933^0 Le Raincy, France 



Ctty 



T,e Ralncy 



zip P-93340 



Country France 



[3 Additional inventors are being named on supplemental sheet(s) attached hereto 



D 



900 
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Pk»se type a plus sign (■^) insKie fhc box 



PCT Applicant's Guide ^ Volume 1 1 - Nation|l £^^yjp,l4^^j ..^^ A^g^,x,y..| U^^|^^3 

Approved for use through 9/3C/98 OMB 0651-0032 J 

Pai«%ni and Tradcfnaric Office U S OePARTMENTOF COMMERCE | 



PTO/satJl (&-96) 
Approved for use through 9/3C/98 OMB 0651-003; 
Pa lenl and Tradcfnaric Office U S DEPARTME NT OF COMMERCE 
Under the Pa^porworlc Reduction Act of l'99S. no persons arc required to respond lo a collection of information unless * conlagis a vatd CMS control number 



DECLARATION 



ADDITIONAL INVENTOR(S) 
Supplemental Sheet 



Name of Additional Joint Inventor, if any: | 


1 1 A petition has been filed for this unsigned inventor 




Given 
Name 




Middle 
Inrtlal 




Family 
Name 


Sirfflx 
1 e a. Jr. 





Name of Additional Joint Inventor, if any: 



Gh/en 
Name 



Valerie 



Inventor's 
Signature 




I I A petition has been filed for this unsigned inventor 



Middle 




Initial 





iVm^l ROaNOT^RAVATiy 



Residence: 
City 



_Gai 



Post Office Address 



Post Office Address 



Coubron 



Country 



Suffix 



France 



Citizenship 



5 3 rue des Fougeres^ F-93470 Coubron^ France 



Zip 



F-93470 



Country 



Prance 



jXpR 2 3 im 

TP,CH CENTER 1B0M 290Q 



Inventor's 
Signature 



Residence: 
City 



Post Office Address 



Post Office Address 



Country 



Crtizenship 



Inverrtor's 
Signature 



City 




state 


zip 




Country 






me of Additional Joint inventc 


>r, if a 


ny: 


1 \ A petition has been tiled lor mis unsigned inventor 


Given Middle 
Name Initial 


Family Suffix 
Name e.a. Jr. 



Residence: 
City 



Post Office Address 



Post Offk-e Address 



City 



Country 



Citizenship 



Zip 



Name of Additional Joint Inventor, if any: 



Gh/en 
Name 



Inventor's 
Signature 



Country 



Middle 




Family 


Initial 




Name 



rn A petition has been filed for this unsigned inventor 



Residence: 
City 



Post Office Address 



Post Office Address 



City 



Date 



Suffix 
e.g. Jr. 



Country 



Citizenship 



Zip 



Country 



( I Additional inventors are being named on supplementai sheet(s) attached hereto 
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SCANNED, # 



United States Patent & Trademark Office 

Office of Initial Patent Examination ~ Scanning Division 




Application deficiencies found during scanning: 



Page(s)_ 
for scanning. 



of 



(Document title) 



were not present 



for scanning. (Document title) 



were not present 



a Scanned copy is best available. 



